To introduce and promote the use of long-acting reversible methods of contraception (LARC; intrauterine contraceptives and subdermal implant) by removing financial and knowledge barriers.
O
f the 6 million pregnancies that occur each year in the United States, approximately half are unintended. 1 Among women who experience an unintended pregnancy, half report using a contraceptive method in the month when the pregnancy occurred. 2 Because most women use a contraceptive method with adherence requirements, the majority of pregnancies result from incorrect or inconsistent method use rather than from method failure. 3 Despite their proven safety, effectiveness, and cost-effectiveness less than 3% of women in the United States use a long-acting reversible method of contraception (LARC), which includes intrauterine contraception (IUC) and subdermal implants. 4 Reasons for lack of use include women's knowledge of and attitudes toward the methods, 5, 6 practice patterns among providers, 7, 8 and high initial up-front cost associated with these methods. 9 In response to the underuse of LARC, the Contraceptive CHOICE Project (CHOICE) was developed to promote the use of long-acting methods in the St. Louis region. Our primary objective is to provide no-cost contraception to a large number of women in our region and to promote the use of long-acting reversible contraception (LARC ϭ IUC and the subdermal implant). To accomplish this objective, we sought to remove 2 major barriers to LARC use: financial obstacles and lack of patient awareness of LARC method safety and efficacy. By increasing the acceptance and use of LARC, CHOICE seeks to reduce unintended pregnancy at the population level in the St. Louis region. In this analysis, we describe baseline contraceptive method choice and the demographic, reproductive, and behavioral characteristics of the first 2500 participants enrolled.
MATERIALS AND METHODS
The Contraceptive CHOICE Project is a prospective cohort study of 10,000 women in the St. Louis region. Each participant is provided the contraceptive method(s) of her choice at no cost to her for 3 years duration. The CHOICE protocol was approved by the Washington University in St. Louis School of Medicine Human Research Protection Office before initiation of participant recruitment.
CHOICE is a convenience sample of women in the St. Louis region. Partici-pants are recruited at specific clinic locations and via general awareness about CHOICE through their medical providers, newspaper reports, study flyers, and word of mouth. Recruitment sites include university-affiliated clinics and providers, 2 facilities providing abortion services, and community clinics that provide family planning, obstetric, gynecologic, and/or primary care. Women are eligible to participate if they are 14-45 years of age, reside in or seek clinical services in designated recruitment sites in the St. Louis region, have been sexually active with a male partner in the past 6 months or anticipate sexual activity in the next 6 months, have not had a tubal ligation or hysterectomy, do not desire pregnancy in the next year, and are not currently using a contraceptive method or are interested in starting a new reversible contraceptive method.
Women are screened for eligibility in person at a recruitment site or on the telephone by calling the CHOICE telephone number. Every screening encounter is conducted by a trained staff person who provides a brief scripted introduction to LARC methods: levonorgestrel intrauterine contraception (LNG-IUC), copper intrauterine contraception (copper IUC), and the subdermal implant (Appendix). The screener asks a series of questions to determine eligibility and, when eligible, offers the opportunity to enroll in CHOICE. Using a standardized data collection form, the screener documents each eligibility criterion, the final eligibility status, and whether the woman enrolls in the project that day or is scheduled to enroll on a future date. For women scheduled to enroll, the screener collects contact information to facilitate reminder calls before the enrollment appointment. Thus, all women screened are introduced to LARC methods, regardless of their initial contraceptive preference or whether they are ultimately enrolled.
Enrollment in CHOICE occurs during a 1.5-2 hour inperson process. Before obtaining informed consent to participate in CHOICE, women undergo pregnancy testing to rule out pregnancy. Those identified with an occult pregnancy are counseled about options and offered the opportunity to participate in CHOICE after resolution of the pregnancy. Approximately 74% (1845/2500) of CHOICE enrollments occur at the university-based recruitment site. At this site, contraceptive counseling is provided by research assistants who are trained contraceptive counselors. Among the remaining 26% (655/ 2500) of enrollments, clinic staff, and/or health care providers at the clinical facility provide the counseling. Our goal was to promote LARC, but to also offer the CHOICE Project to as many outpatient facilities in our region as possible. All women undergo contraceptive counseling before providing informed consent.
Given space constraints and logistical issues, research staff could not provide the counseling at all recruitment sites. Thus, the content of the contraceptive counseling session varies by recruitment site. The clinic staff that provides the counseling at the community clinic sites is not engaged in the research protocol; the counseling is considered part of routine family planning care that she receives during her clinic visit before enrollment in CHOICE. Counseling at the university-affiliated recruitment site includes a nonbiased description of all contraceptive methods available, including method effectiveness, advantages, and disadvantages. To assist the participant in making an informed decision, research staff attempts to dispel misinformation or myths about contraceptive methods and to answer any questions or concerns regarding each method. During this session, the research assistant collects clinical information using a standardized form to identify contraindications or conditions that may influence the use of a particular contraceptive method. Once the woman has chosen her method, the counselor obtains the approval of the clinician for the chosen method, regardless of recruitment location. If a method is medically contraindicated, the clinician consults with the participant to identify a more suitable contraceptive method; otherwise participants receive their initial method of choice.
After contraceptive counseling is completed, informed consent is obtained to participate in CHOICE by engaged research staff at the recruitment location. For women under the age of 18 years, we obtain their assent and the consent of 1 parent or legal guardian. For minors who do not know the whereabouts of their parent or legal guardian or are fearful of their parent or legal guardian's knowledge of her seeking contraception, we have obtained Human Research Protection Office approval to waive parental consent. Emancipated minors are consented as adults.
After informed consent, research staff administers a standardized survey instrument and collects detailed contact information. Comprehensive contact information (eg, residence address, telephone, cell phone, email) is documented for the participant and 2 additional contacts (eg, partner, relative, or friend) to increase the likelihood of sustained contact with the participant during the 3-year follow-up period. The participant is then screened for sexually transmitted infections (STIs; Chlamydia trachomatis, Neisseria gonorrhoeae, Trichomonas vaginalis, and syphilis) and HIV, and the chosen contraceptive method is provided. Participants are compensated for their time with a $15.00 gift card.
Once pregnancy is ruled out, women who choose a LARC method undergo insertion by a trained clinician at the time of enrollment. Emergency contraception is offered to patients who have had recent unprotected intercourse, and "bridge methods" such as oral contraceptive pills (OCPs), vaginal ring, transdermal patch, depo-medroxyprogesterone acetate (DMPA), or condoms are offered to women when pregnancy cannot be excluded. Participants are encouraged to immediately initiate their contraceptive method, [10] [11] [12] and can return in 3-4 weeks for a repeat pregnancy test and LARC insertion, if desired.
After the enrollment session participants are interviewed by phone 3-, 6-, 12-, 18-, 24-, 30-, and 36-months postenrollment using standardized survey instruments. They are compensated with a $10.00 gift card for every completed survey. Participants are initially notified by mail or e-mail 2 weeks before their next follow-up contact, and are then called to schedule the interview.
Participants are screened again for C trachomatis and N gonorrhoeae at the 12-, 24-, and 36-month contacts.
The baseline and follow-up survey instruments collect comprehensive information on demographic characteristics, past, and current reproductive history, including contraceptive experience (eg, continuation, side effects, reasons for discontinuation or noncompliance, and satisfaction), menstrual bleeding patterns, sexual behavior with male and female partners, main and casual sex partners, pregnancy, incident STI, and experiences of discrimination and violence. During both scheduled and interim contacts, research staff also collect and record clinically relevant data, including complaints, complications, side effects, method expulsions and removals, pregnancies and outcomes, and STI occurrence and treatment.
CHOICE provides all contraceptive methods at no cost to the participant through 2 processes. Women who choose a LARC method can receive the method at their enrollment site or can request that their regular health care provider insert the method. CHOICE has established a network of private providers who refer patients to CHOICE for enrollment. Research staff travels to these physician offices or recruitment sites with LARC methods and provides the clinician with the method for insertion.
CHOICE has partnered with 2 community affiliates to provide OCPs, vaginal ring, transdermal patch, or DMPA to participants. After enrollment, every participant, regardless of method choice, receives a CHOICE prescription card that documents her participation in CHOICE and allows her to obtain her OCPs, vaginal ring, or transdermal patch on a monthly basis at a local pharmacy chain located throughout the St. Louis region. Participants who are established patients of the local family planning clinic may obtain their monthly refills or DMPA at selected family planning clinics in the St. Louis area. On a monthly basis, the pharmacy chain and local family planning clinic provide CHOICE with claims data documenting the date and methods dispensed for each participant and are subsequently reimbursed.
In this article, we provide a baseline descriptive analysis of the first 2500 women enrolled in the CHOICE Project. We also compare the demographic and behavioral characteristics of women who chose a LARC method (IUC or implant) with those of women who chose the DMPA injection, OCPs, vaginal ring, transdermal patch, or diaphragm. We examine whether participants differed by LARC or non-LARC contraceptive method choice. Comparisons were made using 2 13 Univariate analysis for each of the 9 categorical covariates that were not correlated was performed; independent predictors, with unadjusted alpha of .05, or confounders, with greater 10% change in related variable's beta estimate, were included in the final multivariable model to estimate relative risk of choosing a LARC method at enrollment. Statistical analyses were conducted using SAS Software (v.9.1.; SAS Institute, Cary, NC).
RESULTS
From August 2007 through December 2008, we screened 4107 women for eligibility. Eighty-six percent (3522) met the eligibility criteria to participate in the study and were offered the opportunity to enroll. The most common reasons for ineligibility included a desire to continue with their current contraceptive method (84%) or had not been and were not planning on being sexually active with a man (11%). Of the 3522 eligible women, 2500 enrolled. After adjusting for age, eligible women were significantly more likely to enroll if they self-reported their race as white compared with black (relative risk adjusted [RR adj ] , 1.8; 95% confidence interval [CI], 1.5-2.1), or are currently using a contraceptive method and are interested in switching to a new method compared with women not currently using a contraceptive method (RR adj, 1.3; 95% CI, 1.1-1.5).
The demographic and reproductive characteristics of study participants are shown in Table 1 . The average age of participants was 25 years (range, 14 -45 years); over 63% were 25 years or less, including 99 (4%) who were minors less than 18 years. Forty-nine percent of participants were white, and 44% were black. Forty-two percent of participants reported no insurance; more than half of all participants reported difficulty paying for transportation, housing, food, or medical care during the past 12 months or currently receive public assistance. Overall, 26% of the study participants were recruited at an abortion clinic or community family planning clinic.
Forty-one percent of women were nulliparous; 54% of parous women reported having 2 or more children. Fortyfive percent of participants reported a history of abortion. Almost 60% of participants reported 5 or more sexual partners in their lifetime and 28% reported a diagnosis of an STI in the past. More than 100 (4.8%) participants were positive for either C trachomatis, N gonorrhoeae, or trichomoniasis at their enrollment visit.
Among women who were not using a contraceptive method or were willing to start a new method at the time of enrollment, more than two-thirds (67%; 95% CI, 65.3-69.0) chose a long-acting reversible contraceptive method (Table 1) . Among LARC users, 47% chose a levonorgestrel IUC, 9% chose a copper IUC, and 11% chose the etonorgestrel subdermal implant. With regard to other contraceptive methods, 6% chose DMPA, and 27% chose combined hormonal methods (12% OCPs, 12% vaginal ring, and 3% transdermal patch).
We compared LARC users with users of other reversible methods of contraception (Table 2) . LARC users were significantly more likely to be recruited at an abortion clinic (RR adj, 1.2; 95% CI,
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General Gynecology Research 1.1-1.2), report greater parity (RR adj, 1.1; 95% CI, 1.1-1.2), or had a history of abortion (RR adj, 1.1; 95% CI, 1.1-1.2). Women who reported black or other race (RR adj, 0.9; 95% CI, 0.8 -0.9), being single or never married (RR adj, 0.9; 95% CI, 0.8 -0.9), or 1 or no lifetime partners (RR adj, 0.8; 95% CI, 0.8 -0.9) were less likely to choose LARC than other reversible contraceptive methods.
COMMENT
In the United States, currently less than 3% of women use a LARC method. In this initial planned analysis of CHOICE, 56% chose IUC and 11% chose a subdermal implant. Thus, two-thirds of participants who were not using a contraceptive method or were willing to switch to a new method chose LARC. The overwhelming selection of LARC methods among the first 2500 women enrolled in CHOICE is evidence of a greater than expected interest in the use of the most effective, reversible methods of contraception to prevent pregnancy. Our project demonstrates the potential for much greater use of LARC methods that are "forgettable" and therefore effectiveness is not dependent on patient adherence. We attribute the high LARC rates to several factors: (1) providing a brief, standardized script explaining LARC to all women screened; (2) removing financial barriers; and (3) offering and providing IUCs to all eligible women, including young women, nulliparous women, and women with a history of an STI.
Our multivariable analysis suggests that although we found statistically significant demographic and behavioral predictors of LARC acceptance, the associations are small and unlikely to be clinically meaningful. We believe these initial results suggest there is not a particular type of woman who selects LARC; rather LARC methods are acceptable and wanted by a diverse group of women who are considering a new method of contraception.
Barriers to obtaining contraception, particularly LARC, include patient and physician lack of knowledge, financial constraints, and logistical barriers to receiving and effectively using a desired method. One major limitation to the provision of LARC, specifically IUC, is the lack of education and persistence of inaccurate knowledge. Previous studies have shown that misperceptions about IUC are common among both patients and providers. Patients are frequently unaware of LARC, and are often unfa- 
PARTICIPANT BEHAVIORAL CHARACTERISTICS

Secura. Contraceptive CHOICE Project. Am J Obstet Gynecol 2010. (continued )
Research General Gynecology www.AJOG.org miliar with the safety and efficacy of these methods. 5, 6, 14, 15 Both health care providers and patients have misperceptions regarding IUC safety, particularly the risk of infection and infertility, and are unable to identify appropriate candidates for LARC methods. 7, 8, 14, 15 Additional obstacles to effective use of contraception include financial and procedural barriers. Previous studies have found a reduction of the financial barrier is associated with increased use of IUC. Providing complete insurance coverage for the most effective forms of contraception has been shown to increase IUC use substantially, 16 and streamlining clinical access by allowing same-day insertions was associated with increased IUC use.
17
CHOICE attempts to minimize these barriers through improved access and increased patient knowledge. All participants receive a brief, scripted introduction to LARC methods (Appendix) during the screening process and receive contraceptive counseling. The majority of participants undergo individualized, evidence-based contraceptive counseling regarding all reversible methods of contraception. Financial barriers are removed by provision of all methods at no cost to the participant. Access to contraceptive methods is improved by immediate start of OCPs, vaginal ring, transdermal patch, DMPA, and IUC insertion without waiting for STI testing results.
One methodologic concern may be the use of an observational cohort study as the study design. Because 1 of our main outcomes is participant satisfaction, it is essential that we allow participants to choose rather than randomly assign their contraceptive method as choice of a method may be associated with satisfaction and continuation. 18 It is possible that our study has attracted women with a baseline interest in LARC greater than that among women in the general population. If true, the uptake of LARC within our study would be artificially high. If our study had included all women who were screened and eligible as well as women continuing their current method, and if these women subsequently enrolled and used their existing method, we estimate the lowest LARC acceptance rate would have been 42% (1678/4013 eligible women). Although lower than the 67% LARC uptake we present in our cohort, the recalculated rate remains substantially higher than the current uptake of LARC in the United States. We anticipated a lower LARC use rate among women enrolled at the community clinics, as provider myths and misperceptions may persist; however, we did not observe a significant difference in the selection of LARC vs other methods at the family planning and community clinics compared with the university clinic. It is possible that the community sites willing to participate in the CHOICE Project are more accepting of LARC and so we failed to see a difference between our university site and the participating community sites. Although this is a preliminary report of our first 2500 participants enrolled, the number of participants choosing LARC methods is stable. The percentage choosing a LARC method has not changed since our first 1000 enrollees were recruited.
Our study has a number of strengths. We deliberately limited our inclusion criteria to women willing to initiate a new contraceptive method. We believe it would not be informative to compare women who are satisfied with their existing contraceptive method with women who are starting a new, unfamiliar method. This eligibility criterion seeks to minimize the selection bias that would accompany enrollment of continuous and satisfied users. Other strengths include a large sample size and a diverse group of women in terms of race/ethnicity, marital status, and socioeconomic status that strengthens the generalizability of our findings to populations at greatest need for contraception. Our data are collected using well-designed, tested, and standardized instruments administered by trained interviewers.
Our ultimate goal is to evaluate whether widespread use of LARC methods will result in a decrease in unintended pregnancies. We will assess this outcome by determining whether rates of teen pregnancy and repeat abortions (proxy measures for unintended pregnancy) decrease in our region.
In conclusion, by removing the financial barrier to all contraceptive methods, introducing LARC methods as a first- line contraceptive option, and addressing misperceptions regarding LARC methods, CHOICE has provided almost 1700 of the first 2500 participants with a long-acting reversible method of contraception. Widespread use of LARC may dramatically reduce unintended pregnancy while reducing long-term costs associated with contraception. Future analyses will investigate continuation, satisfaction, complications, and pregnancy rates among LARC users compared with women using shorter-acting contraceptive methods and identify possible subgroups of women who are more likely to select LARC or specific LARC methods.
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